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SIR: 

I, Michael Climo, M.D., do hereby declare and state that: 

1, I am one of the inventors of the subject rnatter claimed in the above-identified 

application ^ 1 ^ * 

and citizen of the United States of America, lamnot an employee of AMBI Inc.. whom I 
understand to be the assignee of the obov^tr^pm^vm^ "W do l «ave any 
financial interest in the iss^ 
1 Ihaye-r*^^ 

claim,. As I understand it, the subject matter claimed in the appUcation is directed to 
compositions and methods for treating staphyloeoccal infections. The method comprises 
adrnihistering an effective axnount of at least ^ reenmbinantly produced lysostaphin analogue. 
The composition comprises at least one recombtoatly produced lysostaphin analogue and a 
pharmaceudcally acceptable carrier. The recombinantly produced lysostaphin analogue has the 
biological activity of proteolytic attack agair^ glyc^ontaining bridges in the cell wall of 
pcptidbglycsin of staphylococci. 
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3 . I am aware of the ^of^ and 28-29 under 35 U.S;C §U*(a) issued in 
th c a bpvc4dcnt5fic«i application in an Office Action dated June 4, 2001, In essence, the 
Examinerassetts that the invention claimed odious over Zygmunt et al.. 
Fortschr- Armneimelfirsch., 16:309-333 or Stark etai, N.Engl- J- Med., 291:239-240 or 
Goldberg etal..^«/mic^.^ Chemother. .AS* in view of Qldham et al., J* Arty 3*. 
74:4175-4182. 

4 . I ant also aware of the rejection of CIdms 32 and 35 under 35 U.S.C. §.103(a) 
issU ed in the above-identitled application in the »me Office Action where the Examiner asserts 
that the invention claimed in Claim. 32 and 35 U unpatentable over Zygmunt etal. orStaxk et al. 

oH3 oidl^^ 

41:62-68. y 

5. i„ addition, I am aware of the rejection of Claims 33-34 and 36-55 under 35 U.S.C. 

§ 103(:a) also issued in the above-identified application in the same Office Action. In essence, the 
Examiner a^crta that the invention claimed m thnse claims isobvious oyer Zygmunt et al. and 
Stark etal. and Goldberg «al, and Oldham et at, 

6 . I have reviewed the cited refeence to Zygmunt et al. Zygmunt et al. review the 

prop^axtdbiolo^a^ 

staphylococcal infection Jit various animal models including dogs and mice, 

7. I have also teviewed the cite4 icfer€nCc to Stark et al. Stark et al. disclose tteatmcnt 

with a singly 500 mg dose of lysostaphin. 

g. i tove also reviewed the cited reference to Goldberg et al. in which Goldberg et al. 
discusses the treatment of experimental taphylbcoccal endocarditis in dogs with lysostaphin. 
Goldberg et^^ 

in the early period of mrim^ ^ ^m^ Goldberg k al.. pa g c 52 (emphasis 

•2- 
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added). 

% Furthermore, Goldberg*** teach the use of lysostapHin in the treatment of 
^MBMtttai Th^disclo^ 

Norisitpredictive-ofthe .fflca.y of dentin Wrxs. This disclosure is. therefore, of 
limited utility in ass^smcnt of the administration of lysostaphin to human,. Unlike Applicants 

^nfecuoh Mm** A**^^^ 

judged** the health of the dogs and by ^ ext^ of reckon in the number of bacteria in the 

heart valves and fciidacys- 

10 . Both Stark et al. and Goldberg et atare pre- 1*75 studie* Neither teaches csuggest, 

that lysostaphin is effective as routine b^cWe treatment in humans for systemic 

d^phylTOQCcal infection. 

h> I have also reviewed the 1«o »«W » Oldham ct .1. Oldham et al. disclose 

maaitta. SsS Abstract. to d«ed.be 8 i O aln,« P «p4 1 «0, Oldham « a!, provide a deaHed 
.dtoos^of** -usual ^ups«hc*ti^ 

mi* oh the activity crfr«ombi»«t l^»«pHi»-d th. possible reasons fo, this effect. ln*e 
of recombit*.. lyK.^hto in theirs U .-canal f 

infections inhumans. 
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O. :Mp W y«,'0«h« uaehonty Iodized treatment, name* •"»*« 
cansl. iUbltM One^intaeeBFOuldre^^ 

reeontbinah*^^ 

U. On pages 4181-4U2. Oldham « <u. contrast *e locta* ™«°~« ot bov " K 

non^n^^*^^ 

- . « •. unn^Ale for systemic use. which is the use ascribed to 

hiehh. immunogenic protein w eminently uMttMwe "■" ' 

thfc ptesent mvention. 

„. The cordWn*. not M * *** 

cmp^ 

thanSO mg/k8- 

... „ , t,,™,** havii^^rtaphylococcal Infections with a recombmamly 

motivated to systemicaliy treat humans havwf.ropnyi 

produced lysostaplitoan^oBuc. 

=i- i ... „*«w ^ ImowledRe are true and all stat«OTicnts made bh 
AU statements made herein of my own Mioweage « 

v u F^iW I am aware that willful false statements and the 

irrfotrnatibn and beUef are believed true. Further, l am a ar 

, * i r 1 1 a C 5 1 OOfi and that such willful false 

like arei^ 
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statements may 
to; issue thereon. 



jeopardize the validity of the abpve.identified patent application and any patent 



DATE: 



Michael Climp, M.D. 
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